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1 . This opinion contains indications relating to the following items: 





Box No. I 


- Basis o f the opinion * ^ 


□ 


Box No. H 


Priority 




Box No. HI 


Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


□ 


Box No. IV 


Lack of unity of invention 


□ 


Box No. V 


Reasoned statement under Rule 4ibis.\{a)(t) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 


Box No. VI 


. Certain documents cited 


□ 


Box No. VII 


Certain defects in the international application 


□ 


Box No, VIII 


Certain observations on the international application 



2. FURTHER ACTION . / 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where die applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66 Abisfb) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a- written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate,- with>mendments, before the expiration of Jjiionths from the date of mailing 
of Form PCT/ISAy220 or before the expiration of 22 months from the priority date, whichever expires later. 
For ftirther options, see Form PCT/ISAy220. " 

3. For ftirther details, see notes to Form PCT/ISAy226. 
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International application No. 
PCTAJS05/07894 



Box No. I Basis of this opiniOD 



1. With regard to the language, this opinion has been established on the basis of: 
1^ the international application in the language in which it was filed 

I I a translation of the international application into , which is the language of a translation furnished for the purposes of 

international search (Rules. 12.3(a) and 23. 1(b) j. 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: * 

a. type of material . ' . * 

I I a sequence listing ' 

I I table(s) related to the sequence listing 

b- format of material 
I I on paper 
I I in electronic form 

c. time of flling/fumishing 

I I contained in the international application 'as filed. 

I I filed toge^er with the international application in electronic form. 

I I furnished subsequently to this Authority for the purposes of search. 

3. In addition, in the case that more than one version or copy of a sequence listing and^or table(s) relating thereto has been filed 
or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application ds filed or does not go beyond the application as filed, as appropriate, were furnished. 

4. Additional comments: 
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International application No. 
PCT/US05/07894 



Box No. Ill Non-establishment of opinion with reg ard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), or to be 
industrially applicable have not been examined in respect of: 

I I the entire international application 
^ claims Nos. 1 2-32 and 42-87 



because: . • 

I I the said international appjication, or the said claiq^Nos. 
an international search Yjrp£!c(^>: 



relate to the foHowng subject matter which does not require 



the description, claims or drawings (indicate particular elements below) or said claims Nos. 12-32 and 42-87 are so unclear that 
no meaningful opinion could be formed (specify): 

Claims 12-32 and 42-87 r^fer to one or more Tables in the specification and so do not comply with PCT Rule 6.2(a). 



I I the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion could be 

formed (specify): • - 



I I no international search report has bceii established for said claims Nos. 

I I a meaningful opinion could not be- formed without the sequence listing; the applicant did not, within the 
prescribed time limit: 

I I furnish a sequence listing on paper complying with the standard provided for in Annex C of the 
Administrative Instructions, and such listing was not available to the International Searching Authority 

in a form and manner acceptable to it. 

I I furnish a sequence listing in electronic form complying with the standard provided for in Annex C of 
the Administrative Instructions, and such listing was not available to the International Searching 
Authority in a form and manner.acceptable to it. 

[ I pay the required late furnishing fee for the furnishing of a sequence listing in response to an invitation 
under Rules 1 3/er. 1 (a) or (b). • ' 



□ 



□ 



a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant did 
not, within the prescribed lime limit, furnish such tables in electronic form complying with the technical 
requirements provided- for in Annex C-bis of the Administrative Instructions, and such tables were not available 
to the International Searching Authority in a form and manner acceptable to it. 



the tables related to the nucleotide and/or amino acid sequence listing, if in electi-onic form only, do not comply 
with the technical requfrements provided for in Annex C-bis of the Administrative Instructions. 

I I See Supplemental Box for further details. 
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Box No. V Reasoned statement under Rule 43 bisA{B){\) with regard to novelty, inventive step or industrial 
applicability ; citations and explanations supporting such statement 



K Statement 



Novelty (N) 



Inventive step (IS) 



Industrial applicability (lA) 



Claims NONE 



. Claims 1-1 1 and 33-41 



^YES 
NO 



Claims NONE 



Claims Ml and 33-41 



_YES 
NO 



Claims Ml and 33-41 



Claims NONE 



^YES 
_N0 



2. Citations and explanations: 

Claims 1- 1 1 and 33-4 1 lack novelty under PCT Article 33(2) as being anticipated by either one of van't Veer el al (Nature 4 1 5 : 530 
(2002)) or Rosetta Inpharmatics Inc. (WO 02/103320 A2 (27.December 2002)). Each of the references teaches the correlation of breast 
cancer with the gene BRCA 1 and fiilrther uses statistical tools to refine prognoses and treaU..snt options by classifying patients 
according to gene expression patterns conrelated with BRCA-I expression. Thus, the claims embrace the methods of either reference. 



Claims 1-1 1 and 33-41 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter 
claimed can be made or used in industry. 
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NOTES TO FORM PCT/IS.V220 



These Notes arc intended to give the basic instructions concerning the filing of amendments under Article 19. The 
Notes arc bas?d on the requirements of the Patent Cooperation Trear\*. the Regulations and the Administrative 
Instructions under that Treaiv. In case of discrepancy between thes^ Notes and those requirements, the latter arc 
applicable. For more detailed' inforrnation. see also the PCT Applicant i Guide, a publication of WIPO. 

In these Notes, "Article." "Rule*' and 'Section * refer iq the provisions of the PCT. the PCT Regulations and the PCT 
Administrative Instructions, respectively. 



INSTRUCnONSCONCERNING AAfENDMENTS UND?:R ARTICLE 19 



The applicant has. after having received the international search report, one opportunity to amend the claims of the 
international application. It should however be emphasized thai, since 3II parts of the international application (claims, 
description and drawings) mav be amended dunng the iniemaiional preiiminary examination procedure, there is usually 
no need to file i.mendments of the claims under Article 19 excepi where, e g. che apolicant wants the latter to be published 
for the purposes of provisional protection or has another reason for amending the claims before international publication. 
Funhermore. il should be emphasized thai provisional protection is a\i:iable in some Slates only. 

What parts of she international application may be amended ? 

Under Article 19, only the claims may be amended 

During the international phase, the claims may also be amencea lor further amended) under Article 34 before 
the International Preliminary examining Auihorit\*. The description and drawings may only be amended 
under Article 34 before the International Preliminary Examining Authority 

Upon entry into the national phase, all parts of the intematior.il application may be amended under Article 28 
or, where applicable. Article 41. 

When 7 Wil.iin 2 months from the date of transmittal of the international search report or 16 months from die priority 
date, whichever time limit expires later. It should be noted, however, that the amendments will be considered 
as having been received on time if they are received by the international Bureau after the expiration of the 
applicable time limit but before the completion of the lechnica/ preparations for international publication 
(Rule 46. t). 



Where not to file the amendments 7 

The amendments may only be filed with the International Bureau and not with the receiving OfTicc or the 
International Searching .Authonfy 4 Rule 46.3). 

Wh'cre a demand for international preliminary examination has been/is filed, see below. 



How ' iiiiher by cancelling one or more entire claim?. •'■ .sJdine one or more new claims or by amending the text of 
one or more of the claims as filed 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheei musi be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims is required. In 2II cases where claims arc renumbered, they must 
be renumbered consecuiivcly (Administrative Instructions. Section 205(b)). 

The amendments must be made in the language in which the international application is to be published. 



What documents must/may accompany the amendments 7 
Utter (Section 205(b)): 

The amendments must be submitted with a letter. ^ 

The Icner will not be published with the international application and the amended claims. It should not be 
confused with (he "Statement under Article 19(1)" fscc below, under "Statement under Article 19(1)"). 

The letter must be in English or French, at the choice oi tht applicant. However, if the language of the 
international application Is English, the letter must be in English; if the language of the international 
aplilication is French, the letter must be in F'rencly. 
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NOTES TO FORM PCT/15.V220 



These Notes are intended co give the basic insinjciions conceming the filing of amendments under Afttcle 19. The 
Notes are bas7d on the requiremenis of the Patent Cooperation Treaty, the Regulations and the Administrariwr 
Instructions under thaf Treaty. In case of discrepancy between thef^ Motes and those requticments. the latter 
applicable. For more detailed' information, see also the PCT Applicant s Guide, a publication of WIPO, 

In these Notes. "Article.** ''Rule** and 'Section** refer to the provisions of the PCT. the PCT Regulations and the PCT 
Administrative Instructions, respectively. 



INSTRUCTIONSCOrCERNINC AAlEWNfHLNTSLTfl^ 19 

The applicant has. after having received the international search repon. one opportunity to amend the claims of (he 
international application. It should however be emphasized that, since all pans of the inicraational application (claims, 
description and drawings) may be amended dunng the intemational preiiminary examinattoo procedure, there is usually 
no need to file ..mcndmenis of the claims under Article 19 except where, i g. the apolicant wants the latter to be published 
for the purposes of provisional protection or has another reason for amending the claims before international publication. 
Furthermore, it should be emphasized that provisional protection is av«:iable in some States only. 

What parts of the international application may be amended ? 

Under Article 19. only the claims may be amended 

During the international phase, the cl.iims may also be amencea tor further amended) under Article 34 before 
(he International Preliminary I-xamining Authonty. The dficripiion and drawings may only be amended 
under Article 34 before (he International Preliminary Examtnmg Authority. 

Upon entry into the national phase, all parts of (he intematior.al application may be amended under Article 2S 
or, where applicable. Article 41. 
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When ? Wit.-tin 2 months from the date of transmittal of the intemational search report or 16 months from die priority 
date, whichever time limit expires later. It should be noted, however, that the amendments will be considered 
as hjving been received on time if they are received by the Intemational Bureau after die expiration of die 
applicable time limit but before the completion of the fechnicai preparations for intematjonal publicatian 
(Rule 46.1). 

Where not to f:ile (he amendments ? 

The amendments may only be filed with the International Bureau and not with the receiving Office or die 
International Searching Authority (Rule 46.2). 

Where a demand for international preliminary examination has been/is Hied, see below. 



How ? iiither by cancelling one or n»orc entire claims, i-v idding one .ir more new claims or by amending the text of 
one or more of the claims os filed 

\ replacement sheet must be submitted for each sheet of the claims which, on account of an amendmem or 
imcndments, differs from the sheet ongmaJly filed. 

All the claims appeanng on a rcplacemeni sheet must be numbered in Arabic numerals. Where a claim is 
cari-;elled. no renumbering of the other claims is required. In 2II cases where claims are renumbered, they most 
be renumbered consecutively (Administrative Instructions. Section 20S(b)). 

The amendments must be made in the language in which the iniernaiiona] appHcatton is to be published. 



What documcncs must/may accompany (he amendments ? 
Letter (Section 205(b)): 

The amendments must be submined with a letter ^ ^ 

The lener will not be published with the intemational application and (he amended claims. It should not be 
contused with ihc "Statement under Article 19(1)" (sec below, under "Statement under Article 19(1)"). 

The letter must be in English or French, at the choice ui (h« applicant. However, if the language of the 
international application is English, (be letter must be in English; if the language of the international 
apt>lication is French, the letter muse be in l^rencl|. 



Notes lo Form P^/ISA'220 (Hrsi sheet! (July I99S; r<pnm Apnl 2002) 



